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DETAILED ACTION 

Claim Objections 

1 . Claims 23-24 are objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. Claims 23-24 
recite the limitation "a method according to claim 15". Claim 15 does not include any 
method. Examiner has interpreted this limitation to mean "a method according to claim 
21 "for the purposes of this examination. 

2. Claim 22 is objected to because of the following informalities: The term "ab 
circular" in line 2 should read "a circular". Appropriate correction is required. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 7-20 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The recitation "normally held" in line 3 of claim 7 
renders the claim indefinite in that it is not clear what constitutes being "normally held". 
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Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1-6, 21 and 25-26 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Graber et al. (US 5,370,647). 

Regarding claim 1 : A surgical instrument comprising: a body portion; a tool member 
supported on the distal end of the body portion [forceps (Figure 6 #102), not disclosed 
but obvious from the figure, have a body portion and a tool supported on the distal end]; 
and an elongated cover supported on the instrument in a first position wherein the tool 
member is uncovered, the cover being movable from the first position to a second 
position at least partially encompassing the tool member [cover (Figure 1 #52) and 
forceps are both moveable relative to each other within the instrument (column 6 lines 
33-34 and 40-43) and therefore the cover can be moved to cover or uncover the tool 
member (forceps); this is also evident by comparing Figures 4-6 which show how the 
cover can be moved into and within the canula (#4) so that a first position where the tool 
member is uncovered is possible and a second position (Figure 6) where the tool 
member is covered is also possible]. 
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Regarding claim 2: A surgical instrument according to claim 1 , wherein the cover is 
liquid impermeable (column 8 lines 10-13). 

Regarding claim 3: A surgical instrument according to claim 2, wherein a portion of the 
cover is fastened to the instrument (Figure 5 #52, column 5 lines 30-31). 

Regarding claim 4: A surgical instrument according to claim 3 wherein the cover is 
tubular and has a proximal and a distal end and wherein the cover is open at the 
proximal and distal ends [the cover (Figure 6 #52) is clearly shown to be open at the 
distal end with the tool member extending through, therefore it is open at the opposing 
end as well]. 

Regarding claim 5: A surgical instrument according to claim 4, further including a cover 
deployment device operably associated with the cover, the cover deployment device 
being movable to move the cover from the first position to the second position [cover 
(Figure 1 #52) is attached to deployment device (Figure 1 #30, column 5 lines 30-31); 
this combination and the forceps are both moveable relative to each other within the 
instrument (column 6 lines 33-34 and 40-43) and therefore this combination can be 
moved to cover or uncover the tool member (forceps) which is also obvious from 
Figures 5-6]. 
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Regarding claim 6: A surgical instrument according to claim 5, wherein the cover 
deployment device includes a sleeve slidably positioned about the body portion 
between a retracted and an advanced position, the sleeve being slidable from the 
retracted position to the advanced position to move the cover from the first position to 
the second position [the sleeve (Figure 1 #30) is slidable relative to the body portion as 
described above for claims 1 and 5 (column 6 lines 33-34 and 40-43) and obvious from 
Figures 5-6]. 

Regarding claim 21 : A method of performing a surgical procedure comprising the 
following steps: providing a surgical instrument including a body portion, a tool member 
and a cover [forceps (Figure 6 #102), not disclosed but obvious from the figure, have a 
body portion and a tool supported on the distal end], the cover being supported on the 
instrument and movable from a first position wherein the tool assembly is uncovered to 
a second position wherein the tool member is at least partially covered [cover (Figure 1 
#52) and forceps are both moveable relative to each other within the instrument (column 
6 lines 33-34 and 40-43) and therefore the cover can be moved to cover or uncover the 
tool member (forceps) which is also obvious from Figures 5-6]; positioning the surgical 
instrument adjacent a surgical site and performing a surgical operation on desired tissue 
(column 6 lines 35-42); moving the cover from the first position to the second position 
[not specifically disclosed in the text but it is obvious from Figure 6 where the 
deployment device (#30) has additional length which can be further inserted into the 
cannula (#4) which can move the cover (#52) over the tool member (forceps, no 
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reference number given) which is equivalent to moving the cover from the first position 
to the second position as claimed]; and subsequently removing the surgical instrument 
from the surgical site (column 6 lines 48-52). 

Regarding claims 25 and 26: A method according to claim 21, wherein the surgical 
instrument includes a closure device, and further including the step of actuating the 
closure device to close the cover at a location distally of the tool member; and a method 
according to claim 25, wherein the closure device is a drawstring (Figure 24, column 10 
lines 26-28). 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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7. Claims 7-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Graber et al. (US 5,370,647) in view of Orban (US 2004/0242960). 

Regarding claim 7: Graber et al. disclose a surgical instrument according to claim 6 (as 
described above) wherein the sleeve includes first and second half-sections [the struts 
or wires (Figure 2 #39, Figure 1 0 #51 1 ) are symmetrically arranged about the sleeve 
(Figure 2 #30, Figure 10 #300) and therefore can be divided into several sections 
including half sections]. Garber et al. do not disclose the first and second half-sections 
being normally held in abutment with one another by at least one expandable member, 
the expandable member being expandable to permit the first and second half-sections 
to move outwardly with respect to each other. Attention is drawn to Orban who 
discloses a very similar surgical instrument to Graber et al. where the struts or wires 
(Figure 1 B #28) are connected by an expandable hoop (Figure 1 B #35), which can 
permit expansion or contraction of the struts or wires which comprise the half-sections 
(paragraph 0027). Therefore it would have been obvious to one of ordinary skill in the 
art, having the teachings of Graber et al. and Orban before him or her to have combined 
the expandable hoop of Orban with the invention of Graber et al. in order to facilitate 
contraction of the cover before or after deployment. 

Regarding claim 8: Graber et al. do not disclose a surgical instrument according to claim 
7 wherein the expandable member is a resilient O-ring. Orban discloses that the 
expandable hoop can have shape memory (paragraph 0029) thereby making it a 
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resilient O-ring according to the broadest definition of the term. Therefore it would have 
been obvious to one of ordinary skill in the art, having the teachings of Graber et al. and 
Orban before him or her to have combined the expandable hoop with shape memory of 
Orban with the invention of Graber et al. in order to facilitate contraction of the cover 
before or after deployment. 

Regarding claim 9: A surgical instrument according to claim 7, wherein the sleeve 
includes a proximally located annular ring dimensioned to facilitate movement of the 
sleeve between the retracted and advanced positions [the handle (Figure 1 #20) is 
tubular or ring shaped and dimensioned to facilitate movement of the sleeve (column 4, 
lines 41-44)]. 

Regarding claim 10: Graber et al. disclose do not disclose a surgical instrument 
according to claim 9 wherein the first sleeve half-section includes at least one projection 
and the second sleeve half-section includes at least one slot, the at least one projection 
being slidable into the at least one slot to maintain alignment between the first and 
second half-sections when the half-sections move outwardly with respect to each other. 
Orban discloses the expandable hoop as described for claims 7 and 8 which also is 
composed of two telescoping and reciprocating sections (paragraph 0027). As can be 
seen from Figure 1 B, the hoop (#35) joins the struts (#28) and therefore maintains their 
rotational alignment. Since the hoop is composed of two telescoping sections, one 
must contain a projection which is slidable into the hole or slot of the other. Therefore, it 
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would have been obvious to one of ordinary skill in the art, having the teachings of 
Graber et al. and Orban before him or her to have combined the expandable hoop of 
Orban with the invention of Graber et al., where one section of the hoop is attached to 
one group of struts (sleeve half-section) and the other section of the hoop is attached to 
the other group of struts (sleeve half-section), in order to maintain rotational alignment 
of the struts as they expand outward during deployment. 

Regarding claim 1 1 : A surgical instrument according to claim 10, wherein the cover 
includes a proximal end and a distal end and defines a lumen, the distal end of the 
cover being fastened to the surgical instrument on or adjacent the tool member such 
that the cover lumen is positioned about the body portion and the cover deployment 
device [the tool member can be inserted through the deployment device which includes 
the cover (Figure 1 #30 and #52, column 4 lines 59-62) therefore the cover lumen would 
be fastened to the surgical instrument adjacent to the tool member depending upon the 
relative position of the tool member and the deployment device], wherein movement of 
the cover deployment device from the retracted position to the advanced position inverts 
the cover [although not specifically disclosed in the text but evident from the drawings, 
the cover can be outwardly flared during deployment from a position where it is tucked 
within the deployment device, therefore inverting it (Figure 24)]. 

Regarding claim 12: A surgical instrument according to claim 1 1 , wherein the cover 
deployment device includes a distal engagement member, a proximal guide portion and 
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a central body portion interconnecting the engagement member and the guide portion 
[the handle (Figure 1 #20) guides the deployment device (column 4, lines 41-44) and is 
connected by a central body portion (Figure 1 #30) to the distal end of the deployment 
device - composed of wires or struts (Figure 2 #39 or Figure 1 0 #51 1 ), the distal end 
capable of expanding to surround or engage the tool member (column 6 lines 54-56)], 
the cover deployment device being slidably supported on the body portion to enable the 
cover deployment device to be moved to move the cover to the second position 
(explained above for claims 5-6). 

Regarding claim 13: A surgical instrument according to claim 12, wherein the cover 
includes a tubular member defining a lumen [it is evident from Figure 1 that cover (#52) 
is a tubular member defining a lumen], one end of the cover being fastened to the 
instrument, the other end of the cover being movable over the tool member to at least 
partially encompass the tool assembly (explained above for claims 5-6). 

Regarding claim 14: A surgical instrument according to claim 13, further including a 
closure device for closing the other end of the cover after it has moved over the tool 
member (explained above for claims 5-6 and 25-26). 

Regarding claim 15: A surgical instrument according to claim 14, wherein the closure 
device includes an elastic band supported by the cover (the closure device can be a 
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drawstring as explained for claims 25-26 above, where it is known to one of ordinary 
skill that drawstrings may be elastic). 

Regarding claim 16: A surgical instrument according to claim 14, wherein the closure 
device includes a drawstring (explained above for claims 25-26). 

Regarding claim 17: Graber et al. do not disclose a surgical instrument according to 
claim 16 wherein the distal end of the cover is removably fastened to the surgical 
instrument. Orban discloses that the cover may be removably fastened to the surgical 
instrument to facilitate removal of the excised tissue through the instrument (paragraph 
0030). Therefore, it would have been obvious to one of ordinary skill in the art, having 
the teachings of Graber et al. and Orban before him or her to have combined the 
removable cover of Orban with the invention of Graber et al. in order to facilitate 
removal of the excised tissue through instrument. 

8. Claims 18-20 and 22-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Graber et al. (US 5,370,647) in view of Orban (US 2004/0242960) 
and in further view of Graber et al. (same reference). 

Regarding claims 1 8-20 and 22-25: Graber et al. in view of Orban disclose the invention 
as described above but does not disclose a surgical instrument according to claim 17 or 
a method according to claim 21 wherein the surgical instrument is a circular stapler, a 
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linear stapler, or an ultrasonic dissector. Attention is directed back to Graber et al. who 
disclose that the scope of their invention encompasses laparoscopic surgery for 
extracting tissue and/or implanting prosthesis (column 2, lines 16-19). Therefore, it 
would have been obvious to one of ordinary skill in the art, having the teachings of 
Graber et al. and Orban before him or her to have used the invention, as described 
above, in combination with a circular stapler, a linear stapler, or an ultrasonic dissector 
because these instruments are useful in laparoscopic surgery for extracting tissue 
and/or implanting prosthesis. 

Conclusion 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Thomas Mcevoy whose telephone number is 571-270- 
5034. The examiner can normally be reached on M-F, 7:30-5:00 (alternate Fridays). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joe Del Sole can be reached on 571-272-1 130. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
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USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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